Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTMU3A

Product : Cetrine film-coated tablets 10 mg_

[ponyxt: LleTpun, TabneTky, HOKpPLITEIE IeHOYHOH 06onouKoii, 10 Mr

Batch No / . B2402277 Batch Quantity / : 955 KG/

Cepust N B O6nem cepu 955 KI' N

Analytical Report No / ¢ 2002FP24001632 Date of Analysis / o 13-07-2024 |
| Ananurideckuii oTyer No . Jara ananuza

Date of Manufacture / ;o 06/2024 Date of Expiry / o 05/2027

JlaTa npou3BoACTBa ToneH a0

Analysis performed according ND / Ananus nposenes no HII: ITN013283/01-130723

Ne Test / [Toka3zaTean Result / Pe3ynabTaThl

Specification / Hopma

1 | Description / Onucanne White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie JBOSKOBBITYKIIBIE
TabNEeTKH, IIOKPHITHIE TNIEHOYHOH
06010uKO# 6eIoro uBeTa, ¢ pUCKOH
Ha ojHOH cTopoHe. Ha nmonepeunom
paspese aapo benoro nBeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyriele ABOSKOBBIIYKIIBIE
TabneTky, TTOKPBITHIE TIIIEHOYHOH
o0onmoukoil 6eoro WM IOYTH 6eNIoro
IBeTa, ¢ pUCKOH Ha ONHONI cropome. Ha
IIOTIEPEYHOM pa3pe3e sIpo OT Oemoro Ko
1ouTH 6eNoro 1BeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanusam HI Zaxawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJITH3A

[ Product : Cetrine film-coated tablets 10 mg

Analysis performed according ND / Ananus nposeaes o HJT: IT N013283/01-130723

ITposyxr: Llerpus, Tabierku, OKpLITHe MIeHouHoN 060104Koii, 10 Mr -
Batch No / B2402277 Batch Quantity / : 955 KG/

| Cepus Ne - O6pem cepun 955 KT’ - -
Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024
Ananutuyeckuil otuet Ne | Mara aHanu3za ]
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
Jara 11pous3no/ectsa TojieH Jwo -

2 | Identification. Cetirizine / HogaunHocTe. HeTHpusnn

1. HPLC/B3XX

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHUIM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpema ynepxuBanus
OCHOBHOTO [HKa Ha  XpoMarorpamme
HCOBITYEMOTO pacTBopa JIOITKHO
COOTBETCTBOBATH BPCMEHH  yICPKUBAHUs
OCHOBHOTO [OHWKAa Ha  XpoMaTrorpaMme
pacTBOpa CTaHOAPTHOTO obpa3stma
LETHPU3NHA UAPOXIIOPHIA (pasmen
«KonnuecTBeHHOE OIIpeeSICHHE).

2. UV spectrophotometry /
Y®-cnextpodoromerpus

Complies as prescribed /
CoorBeTcTBYeT TPEOOBAHMSIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of 2 nm. / VY®-crekrpsl
MOMJIONIEHNST MCTIBITYCMOTO  pacTBOpa U
pacTBopa CTaHAapPTHOTO obpasia
LETHPU3UHA THAPOXJIOpHJIA B 00JacTH OT
200 mo 400 HM JOMKHLI UMETh MAKCUMYMBI
TIOMVIONIEHUS [IPU OJHOW M TOM >ke [JIMHE
BOJIHEI C JOMYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaa

3.1% w/iw /3,1%

Not more than 8.0 % / He Gonee 8,0 %

4 | Uniformity of dosage units /
OaHOpOAHOCTD
JA03UPOBAHMS

3.7/3,7

Acceptance value (AV) should be not more
than 15.0 / IlokazaTens NPUEMIEMOCTH
(AV) mosxen 6uiTh He 6oee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [TpopykT coorBeTcTByeT Tpebosanmam HJII

Conclusion : APPROVED /
Zaxmwuenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
| Iposykr: Tlerpun, Tabuerkn, NOKPHITHIC IeHOYHOM 060101K0ii, 10 Mr -
Batch No / B2402277 Batch Quantity / 1 955 KG/
| Cepus Ne O6BeM cepun 955 KT' o |
Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024
Ananuruueckui oruet Ne = Jlara aHanunza B
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
Jlara (ponsBoiCcTEa | I'onen 1o ]
Analysis performed according ND / Ananus nposeaes no HJI: ITN013283/01-130723
5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 96% Not less than 80% (Q) of the labeled amount |
ore = 3 i of  CyH,sCIN,O5-2HCI (cetirizine
Sni2 AN o dihydrochloride) after 30 min. / He mcHee
Unit-3 / Ta6m1.-3 96% 80 % (Q) OT HOMHHAIBHOTO COAEPKAHMS
Unit-4 / Ta61.-4 o | CuHlasCINs 2HCL (nerpusitia
parugpoxsiopun) yepes 30 Mumn.
Unit-5 / Ta61n.-5 97%
Unit-6 / Ta6.-6 98% |
6 |Related Impurities by HPLC/
PojcTBEeHHbIE IPUMECH |
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
. - 0.005%) / Huxe npenena = =
Impurity B / Ilpumecs B ofmapyserns (TIO = 0,005%) Not more than 0.2 % / He 6osee 0,2 %
Impurity C / Ilpumecs C 0.01% / 0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Not detected / He oGHapy«ena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Tpumecs E Not detected / He oGHapyketa Not more than 0.2 % / He 6oxnee 0,2 %
Impurity F / Ilpumecs F 0.02% / 0.02% Not more than 0.2 % / He 6onee 0,2 %
Any 'individual unidentified |] ess than Limit of Detection (LOD = Not more than 0.2 % / He 6onee 0,2 %
impurity / JIrobas eauHW4HAL |() (] 5%) / Huke npesiena
HEHJICHTH(UIMPOBAHHAS obuapyxenus (110 = 0,015%)
pYMECh
0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonnuyecTseHuoe 9.95 mg /9,95 mr Not less than 9.0 mg and not more than 11.0
onpejesieHne o o mg C,,H,5CIN,0O;-2HC1 (cetirizine
DR dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mMr go 11,0 mr
C, H,5CIN,0;-2HC1 (netupusmHa
quraapoxaopua) B rabierke (oT 90 % mo
110 % OT HOMUHAJILHOTO COAEPIKAHU).

Remarks : The Product confirms to ND/
IIpumevanue: [IpoayKT cOOTBETCTBYET TpebopanmsM HJI

Conclusion : APPROVED /
Zaxiouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

[ Product : Cetrine film-coated tablets 10 mg

CERTIFICATE O ANALYSIS

CEPTHOUKAT AHAJIM3A

| Tpoaykr: Llcrpyt, TabaCTKM, DOKPLITBIC L1EHOYHOMH 0601101KOiL, 10 Mr

Batch No / B2402277 Batch Quantity / : 955KG/
| Cepus Ne B O0beM cepiu 955 KI' -
Analytical Report No / . 2002FP24001632 Date of Analysis / 13-07-2024
| AnannTuyeckuid oTyer Ne o Jata aHanusa
Date of Manufacture / . 06/2024 Date of Expiry / 05/2027
JlaTa 11pou3BojiCcTRA I'onen no -

Analysis performed according ND / Ananns nposezen no HI: T1 N013283/01-130723

8 | Subdivision of tablets /
OanopoaHOCTL Mace HpH
JCJIeHUH TabIeToOK

Complies as prescribed /
CooTBeTcTBYET TPCOOBAHHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /

TabmeTkn COOTBETCTBYWI  TpeOOBAHUAM,
ecmd He Oomee | enWHM4YHAs Macca
orkyIoHsieTcs 3a npenens! 85 % - 115 % ot
cpenHeil MacCCHhI. TaGneTku He

COOTBETCTBYIOT TpeOOBaHUsIM, ecnii Oonec
yeMm | mEAuBHAyanbHas Macca OTKIOHAETCS
OT 3TMX TpeleNioB Wik, ecnd |
WHAMBUAYaIbHAs Macca OTKJIOHAETCS 3a
npepenst 75 % - 125 % ot cpenneil Macchl.

9 |Microbiological purity* / Mukpo6uoJjorndeckas yucrora*

a) Total Aerobic Microbial
Count / Obuiee yncao
asp0o0HBIX MUKPOOPTaHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Ob1iee UuCiIO
JPOMCKEBBIX W TUIECHEBBIX
rpuboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/r

¢) Escherichia Coli

Absentinl g/
OrcyrcTByeT B 1 T

Shell be absentin 1 g/
OtcyrctBue B 1

Remarks : The Product confirms to ND/

ITpumeuanue: IIponykr cooTBeTcTBYeT Tpebosanmsm HJI

Conclusion : APPROVED /
Zaximrouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTHDHMEKAT AHAJTHU3A

“Product : Cetrine film-coated tablets 10 mg

TIpoayicr: Herpun, TabieTku, NOKPBITLIE IICHOUHOA 000104KOH, 10 mr - -
Batch No / B2402277 Batch Quantity / : 955 KG/

Cepus Ne B O6BeM cepuu 955 KI' . ]
Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024
Ananuruyecknii orger No Hata ananuza
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
Jlara npousrojiersa ['oaen j1o

Analysis performed according ND / Ananus nposenen no HJI: 11 N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / llo 10 Tabmerox B
[IBX/TIBJIX//antomuHueBoM Gructepe. ITo
2 nan 3 Gaucrepa BMECTE C MHCTPYKLUeE o
MPUMEHEHUIO  YNaKOBAHbI B Nauky
KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabJIETOK B
TIBX/IIB/1X//antoMUHHEBOM
omuctepe. Ilo 2 Gnucrepa BMecTe C
HHCTPYKIHEH 110  TPHMEHEHHIO
YIIAKOBAHBI B MAYKY KAPTOHHYIO.

10 | Packaging / Ynakoska

11 | Labeling / MapkupoBka According to ND / B coorBercTeru ¢ HI

12 | Storage conditions / At temperature below 25 °C. / [Ipu temnepaType He Bbiuie 25 °C.
Xpanenue

13 | Shelf life / Cpox rognocTx 3 years/3 roma

*Test is performed periodically with the interval of | from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipoeodumcs npouseodumenem npi 8blnyCcKe nepuoOUHecKL; Ons
kanicoot 20-oti cepuu unu ne menee 1 pasa 6 200. [lokazamens moscem 6vimoy He exmouen 6 Cepmudghuxam

ananuza upmel.

Uncontrolled Copy

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT coorBercTByet Tpebonanmsam HJL

Conclusion : APPROVED /
Zarmrouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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